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Device Name
Classification Name: System, Imaging, Pulsed Doppler, Ultrasonic

Classification Number: 90-IYN

Trade/Proprietary Name: HITACHI Hi VISION Preirus Diagnostic Ultrasound Scanner

Predicate Device(s): Hi VISION 900 Diagnostic Ultrasound Scanner (K063518)
GE Logiq® E9 (K0821 85)

___________________Acuson S2000 (K072786)

Device Intended Use
The HI VISION Preirus is intended for use by trained personnel (doctor, songrapher, etc.) for the
diagnostic ultrasound evaluation of Abdominal, Cardiac, Intra-operative, Fetal, Pediatric, Small
Organ, Peripheral vessel, Biopsy, Trans-rectal, Trans-vaginal, Musculoskeletal, Neonatal
Cephalic, Adult Cephalic, Endloscopy, Intra-luminal, Gynecology, Urology and Laparoscopic
clinical applications.
The Modes of Operation of the HI VISION Preirus are B mode, M mode, PW mode (Pulsed
Wave Doppler), CW mode (Continuous Wave Doppler), Color Doppler, Amplitude Doppler
(Color Flow Angiography), TDI (Tissue Doppler Imaging), 3D Imaging, 4D Imaging, Real Time
Tissue Elastography, and Real Time Virtual Sonography..

Device Description
Function
An ultrasound system consists of the following:

* Ultrasound transducer(s) to generate the transmitted ultrasound energy and detect the
reflected echoes

* A computer system to control the transducer and analyze the signals resulting from the
reflected echoes

* A video monitor with optional image recorder to display the computed image or derived
Doppler data

Scientific Concepts
An acoustic wave is a mechanical perturbation of a medium which passes through a given
medium at a fixed velocity. The rate at which the particles in the medium vibrate in the
disturbance is the frequency of the wave, and is measure as cycles/second, or hertz (Hz).
Frequencies above 20 kHz are not audible, and above this frequency, the acoustic energy is
known as ultrasound. For the purposes of medical ultrasound imaging, frequencies in the range
of 1-20 MHz are utilized.
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510(k) Summary

The ultrasound waves comprising a beam travel in as straight line in homogeneous media.
When an ultrasound wave reaches an interface between two media of different impedances, a
portion of the beam energy may pass through the boundary (transmission), and a portion may
be reflected. The direction of propagation of the transmitted beam is determined by the angle of
incidence of the incident beam upon the boundary, and differences (if any) in the speed of
sound in the two media. The direction of reflection is determined solely by the angle of incidence
upon the boundary. The relative strength of the reflected wave depends upon the differences in
the impedances between the two media. Reflection at a boundary between soft tissue and
bone, as an example, involves a large impedance difference, and results in a relatively strong
reflected echo. Reflection at a boundary between two soft tissue-types with a relatively small
impedance difference, on the other hand, results in a relatively weak reflected echo.

The ultrasound transducer, when operating in pulsed mode, periodically emits an ultrasound
burst at a predetermined rate described as the pulse repetition frequency (PRF). During the time
duration that the transducer is not transmitting ultrasound energy, it may act as a received for
the reflected ultrasound energy. Since the speed of propagation of ultrasound in tissues is
estimated as l54Om/sec, the time elapsed between transmission of a pulse and receipt of an
echo may be used to estimate the distance from the transducer to the tissue structure giving
rise to the reflected echo. The relative strength of the reflected echo can be used to determine
the brightness of display of the reflected echo or strength of derived Doppler signal.

Physical and Performance Characteristics
The principle of operation of ultrasound imaging involves generation of an ultrasound wave with
an electric signal applied to a transducer, direction of the resulting ultrasound wave into the
tissue of the body, and reception and analysis of the echoes reflected back to the same or an
adjacent transducer from the various tissues along the path of the ultrasound wave.

Device Technological Characteristics
The technological characteristics of this device are identical to the primary predicate device. The
control and image processing hardware and the base elements of the system software are
identical to the predicate device. See Section 4 - Predicate Device Comparison.

Conclusions
It is the opinion of Hitachi Medical Systems America, Inc. that HITACHI HI VISION Preirus
Diagnostic Ultrasound Scanner is substantially equivalent to the predicate devices. In addition,
we have concluded that the subject system is:

* Substantially equivalent with respect to safety, effectiveness, and functionality to the
HI VISION 900 Diagnostic Ultrasound Scanner (K06351 8) with the exception of the two
new Modes of Operation, Real Time Tissue Elastography and Real Time Virtual
Sonography.

* Substantially equivalent with respect to safety and functionality to the GE Logiq@ ES
(K0821 85) in regards to the device with Real-time Virtual Sonography (RVS)

* Substantially equivalent with respect to safety and functionality to the Acuson S2000
(K072786) in regards to the device with Real-time Tissue Elastography

Attachment
ATTACHMENT POSITION

Declaration of Conformity with Design Controls1
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Summary of Design Control Activities

The design validation I verification tests that were performed are listed.

Items Tests performed
Electrical, Mechanical safety IEC60601- 11

See section 1.7.2.1
Acoustic output safety FDA Guidance

IEC60601-2-372
Software See section 1.7.5
Probe patient contact materials ISO 109933

____ ____ ____ ___ ____ ____ ____ ___ See section 1.7.3

Medical Electrical Equipment, Part 1: General Requirements for Safety
IEC60601- 1
2 Medical Electrical Equipment, Part 2-37: Particular requirements for the

safety of ultrasonic medical diagnostic and monitoring equipment
3 Biological Evaluation of Medical Device



DECLARATION OF CONFORMITY WITH DESIGN CONTROLS

Verification Activities
'lb the best of' my knowledge, the verification activities, as required by the
risk analysis, for the modification were performed by the designated
individuals) and the results demonstrated that the predetermined
acceptance criteria were met.

Name: H. Noguchi Title: Manager,
Ultrasound QA Section,

Hitachi Medical Corporation
Signature: Date: March 31, 2009

Manufacturing Facility

The manufacturing facility, Hitachi Medical Corporation is in conformance
with the design control requirements as specified in 21 CFR 820.30 and the
records are available for review.

Name: TI. Kasanamni Title: Manager,
Development Design Dept.,

Ultrasound Systems Division,

Hitachi Medical Corporation
Signature: Date: March 31, 2009



DEPARTMENT OF HEALTH & HUMAN SERVICES.4 
Food and Drug Administration
10903 New Hampshire Avenue
Document Mail Center - W066-G609
Silver Spring, MD 20993-0002

Mr. Doug Thiistlethwaite JUN 1 .72010
Manager, Regulatory Affairs
Hitachi Medical Systems America, Inc.
1959 Summitt Commerce Park
TWINSBURG OH 44087

Re: K093466
Trade/Device Name: H-itachi HI VISION Preirus Diagnostic Ultrasound Scantier
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: IY-N, IYO, and ITX
Dated: June 11, 201 0
Received: June 15, 201 0

Dear Mr. Thistlethwaite:

We have reviewed your Section 5 10(k) premnarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed ininterstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, ot to devices that have been reclassified in accordance with the provisions of theFederal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject tothe general controls provisions of the Act. The general controls provisions of the Act includerequirements for annual registration, listing of devices, good manufacturing pract ice, labeling,
and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended foruse with the Hitachi HI VISION Preirus Diagnostic Ultrasound Scanner, as described in your
premnarket notification:

Transducer Model Numbers

EUP-B512 EUP-ES52E
EUP-B5 14 EUP-L52
EUP-C5 14 EUP-1,53
EUP-C524 EUP-L,53L,EU-C532 EU-L65
EUP-C715 EUP-L73S

EUP-CC531I EUP-L74M
EUP-CV524 EUP-054J
EUP-CV714 EUP-R54AW-19. -33
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EUP-S5OA EUP-V53W
EUP-S52 EUJP-VV73 1
EUP-S70 Fujinon SP711I

EUP-UJ533

If your device is classified (see above) into either class IL (Special Controls) or class III (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA
may publish further announcements concerning your device in the Federal Register'.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CF1( Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to htt)://www.fda. 2ov/AboutFDA/CentersOffices/CDRH4/CDRH40ffices/ucm 115809.htm for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (2 1 CFR Part
807.97). For questions regarding the reporting of adverse events undkr the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/-Safetv/ReportaProblem/default.htr-n for the CDRH1's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Shahramn Vaezy at
(301) 796-6242.

DonadJStPee
Acting Director
Division of Radiological Devices
Office of In Vitro Diagnostic Device
Evaluation and Safety

Center for Devices and Radiological Health
Enclosures



Indications for Use

510(k) Number (if known):

Device Name: Hi VISION Preirus Diagnostic Ultrasound Scanner

Indications For Use:

The Hi VISION Preirus is intended for use by trained personnel (doctor, songrapher, etc.) for the diagnostic
ultrasound evaluation of Abdominal, Cardiac, Intra-operative, Fetal, Pediatric, Small Organ, Peripheral vessel, Biopsy,
Trans-rectal, Trans-vaginal, Musculoskeletal, Neonatal Cephalic, Adult Cephalic, Endoscopy, Intra-luminal,
Gynecology, Urology and Lapanoscopic clinical applications.

The Mode s of Operation of the HI VISION Preirus are B mode, M mode, PW mode (Pulsed Wave Doppler),
CW mode (Continuous Wave Doppler), Color Doppler, Amplitude Doppler (Color Flow Angiography),
TDI (Tissue Doppler Imaging), 3D Imaging, 40 Imaging, Real Time Tissue Elastography, and
Real Time Virtual Sonography.

Prescription Use X AND/OR Over-The -Counter Use _ __

(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO) NQT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDRH, Office J r rt n 3

(Division Sign-Off)
Division of Radiological Devices Page 1 of ___

Office of In Vitro Diagnostic Device Evaluation and Safety

510K C- ((



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Preirus

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application -. Moe of Operation ______

General Specific B M Pwj WD CW Color Combined* Other**
(Track [ only) (Tracks I & III) Doppler (Spec.) (Spec.)
Ophthalmic Ophthalmic- - - - ____

Fetal P P P -7 p ~ p p
Abdominal Pa Pa Pa Pa Pa Pa Pa
lntma-op 3lte(Sc: Pb b P b Pb Pb
Intra-operative Neumif
Laparoscopic P P P P P P
Pediatric P P P P P P P
Small Orga (pc) Pd P'd P'd _Pd P'd Pd
Neonatal=Cpai P P P P P P

Fetal Imaging Adult Cephalic P P P P P -P P
& Other Trans-rectal Ph T Ph Ph Ph Ph

Ta ns-vaginal P Pf Pf Pf Pf PI
Trans-urethral

Tran-esph.(non-Card.)
Musculo-skeL. (Convent) P 'P P P P P
Musculo-skel. (Superfic. P P P P P P

O0ther (sper.)- - - -

Cardiac Adult rP Pr P r-PPr-
Cardiac iCardiac Pediatric :P: P P P P P P

1raseohageal (card.) iri.. ±z.I, Pg...,. .I.g.. Pg
____________ ther (spec.)

Peripheral !eih vessel*~ P P P _ ~P ~ P
Vessel Other kspec.)

NR=newindication. P1 = previously cleared in K063518.
*Combination of each operating mode, B, M, PWD, CWD and Color Doppler.

**Amplitude Doppler (Color Flow Angiography), Tissue Doppler Imaging, 3D Imaging, 4D Imaging,
Real Time Tissue Elastography, Real Time Virtual Sonography

Additional Comments:
Subscript "as: Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis) .
Subscript "5": Includes imaging of organs and structures expsddrn ugr

(excluding neurosurger and laparoscopic procdures).
Subscrip~t "c": Includes thyroid, parathyridbreat scroum pnis
SubscriptNd,,: Includes throid parathyroid, breas.t, srtm, ppenis adiaging forgudneobipy
-Subscript e -. Includes imaging for guidance of transrca bosy.
Subscript "f": Includesiain=o guidanc of trnvgnbiopsy.
Subscript g"g: For Pedarcpins

(PLEASE DO NOT WRITE BEIJOWITIRS LIE-UUN'INUE ON ANOTHIER PAGE IF NEEDED)
Concurrence of CDRH, Office of -

(Dvision Sig n-Off)
Ofieo nDivision of Radiological Devices
Ofieo nVitro Diagnostic Devic Evaluation and Safely -

510K 60 ZW L (0__

Prescription Use (Per 21 CFRSOI.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: H-I VISION Preirus
Transducer: EUP~-B512 ~
Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinia Apliation Mode of Operation
General Specific B M PWD ~WD Color Combined*-- OYther**

(Track I only) (Tracks I & III)Dope Sc. (pc)Ophthalmic Ophthalmic - - Dope (Sc. (pc)
Fetal P P IP FI P P p
Abdominal PN Ns PN N ~Pa Pa Pa
Intr-operative (SpecU
Intra-ciperative (Ne-ui6D.

Lprcopic- - - -

Small Organ (Spec.) - - - -

Neonatal Cephalic
Fetal Imaging Adul Cehlie 

_____&Other Trans-rca 
_____ _ _ _ _ _

Trans-vaginal- -

Trans-urethral- - - -

Mucuo-ke.(Convent.
- Mscloskl.(Superfic.)- - - - -______

__________ Oth-er (spec.) ~-
Cardiac Adult - - - - _____

Cardiac Cardiac Pediatric 7 __________

nseo hageal (card.- - - ______ _ _____

Peripheral ve~ssel
Vessel Other (spec.)

Nf=newini tion. P = previously cleared =06Ah - ______ _____
*Combination of each operating mode, B, M, PWTD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), Real Time Virtual Sonography

Additional Commnuits:
Subscript "a": Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).
Subscript "I,": Includes imaging of organs and strucure expose during surger

(excluding neurosurgery and lapaoscopc procedurs).
Subscript "c": Includes thyrid, par-athyroid, breast, scrotum, penis.

Suscript d" Inlue thyroid, parathvroiid, breast, scrotum, penis and imaging for guidance of ~biopsy.
Subscript "e'Includes imaging for guidance of transrectal bIopy

Subscript '":7 Includes imaging for guidance of transvaginal biopsy
.Subscript "r: For pediati paiets.

Subscri'pt "h` Includes imaging for guiace ofta etlBisy:
(PLASE DO OT WRITE BELOW 'rm5 dNE-CONTINJE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office, of IIUIiJ. . cn)0 u

D Msn io nad i OSogc Devices
Office of fin vito Diabno0stk DeVice Evaluation and Safety'

510K

Prescription Use (Per 21 CFRSOI. 109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: IHI VISION Preirus
Transducer: EUP-B3514

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
ClinIca A-pplication Mode of Operation _____

General Specific BI M IPWDJCWD Color Combined* Other"~
(Track I only) (Tracks I & III) D - foppier (Spec.) (Spec.)
7pF~a1ic Ophthalmic- - - ___

Fetal PI P IP IP p - p p
Abdominal Pa IPa IPaT -Pa ~Pa Pa. Pa
Intraoperative (Spec.) ______

fntra-operative(Neuro.)
Laparoscopic-- 

_____ _____
Pediatric - - - - _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Small Ora Se.
NeonatalCpai=_____

Fetal Imaging Adult Cephalic- - - ______

& Other Trans-rectal
Trans-vaginal -

Transturethral- - - - _____

TMuscuflo-skel. (Convent.T
Musculo-skel. (Superfic.) - -

Intra-Juminad
___________ Other (spec.)-- -

Cardiac AZdult - - - - _ _ _ _ _ _ __ _ _ _ _ _ _ _ _ _Cardiac Cardiac Pediatric
Trans-esophaeal (card.)
Other (sec.)

-nPherip enheral vessel - ___________

Vessel Other (specJ .
N = new indication. P = previously clearer in0
*Combination of each operating mode, B; M, PWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), Real Time Virtual Sonography

Additional Comments:
Subscript 'a" Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).
Srubscript "b": Includes imaging of organs and stutue exposedt during surgry

(excluding neurosurgery and laparoswopic proc~edures).
Subscript "c": nldstyod aahyod rat coupenis.
Subscript "d": includes thyroid, parathyod breast, scrotum, peni and imaging for guidance of biopsy.
Subscript "e"; Includes imainge for guidac of tranarectal biopsy.
Subscript fT: Includes imaging for guidac of transvagimal biopsy.
Subscript "ge: For pediatric patients.
Subscrp By:.nlue

(PLEASE DOV NOT WRITE BELOW THIS LINB-CuININUE ONNTTRPGEI EDD
Conciurrence of CDRH, Officeof .>r.jz.(D)o 'P

Prescription Use (Per 21 CFR 801.109) 510OK



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Preirus
Transducer: EUP-C514

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if he hum~an body as follows:
lica lpplication Mode of Oeration _____

tienera Specific B M PWD CWD Color Combinedt Other**
(Track I only) (Tracks I & III) Doppler (Spec.) (Spec.)
O-pht-h-almic Ophthalmic _____

Fetal P P P P
Abdominal Pa Pa Pa Pa P-a- Pa

Intra-operative (Neuro.)
Laparoscopic- - _ __

Pediatric P
Small Organ (Spec.) Pd P'd Pd .Id'd P'd
Neonata Cpalic

Fetal Imaging Adult Cpai _____ _____

& Other Trans-rectal
Trans-vaginal
T1rans-urethral
Trns-esonh. (non-Card.)
Musculo-skel. (Convent.)
iMusculo-skel. (Superc. _____

lintra-lumunal
_____ ____ ___ ther (spe d -_ __ _ __ _

Cardiac Adult
Cardiac Cardiac Pediatric

Taseohageal (card.
Other kspec.)

Peripheral enbra vessel
Vessel Oher (spec Y~

Nflnwiniaftion. P =previously cleared fflWGA67-18
*C3ombination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), 3D Imaging, 4D Imaging, Real Time Virtual Sonography

Additional Comments:
Subscript "a": Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

* ~~~(including amniocentesis).
Subscript "b": Includes imaging of organs and structures expoEd durng surg~er

(excluding neurosurgery and laparoscopic procedures).
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d": Includes thyroid, parathyod bratIsrtm penis and imaging for guidance of bipy
Subscript "e":: Inclue imaging for guidance of transetlbiopsy.

Susrpt "'g: Inlude iangrgudnce of transvaginal biopsy.
Subscritg. For pediatric patients.
Subsrp h-Includes imaging for guidance of transrectal biopy

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTNU ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH. Office ot 6ee .dtr-U E Cy ri /T)

D~~nof RadiogDecs
Office Of In Vit~o stgnc vice Evaluatio arid Safe

510K_/K093 &C/

Prescription.Use (Per 21 CFR 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM( ~~~System: III VISION Preirus
Transducer: EUP-C524

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if he human body as follows:
Clinical Application Mde of Oeation _____

General Specific B M PWD CWD Color Combined* Other**
(Track I only) (Tracks I & III) Doppler (Spec.) (Spec.)

tp-aIii W Ophthalmic _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Fetal P P P PP P
Abdominal P P P P P p
!ntra-operati,' Spec.) ___

Intra-oeratveNeuro.)
Laparoscopic
Pediatric P P P P P P

SalOgan (Sec.) PC PC PC PC PC PC
Nentarl Cephalic

Fetal Imaging Adult Cephalic
& Other Trans-rectal

* Trans-vaginal
Trans-urethral

- ~ ~ Tan-sp.(non-Card.)
Musculo-skel. (Convent.T
Musculo-skel. (Superfic.
Intra-luminal

* Other (Spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Cardiac Adult
Cardiac Cardiac Pediatric

nsxi-eophageal crd.)

Peripheral Perinheeg l eessel _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Vesl Other (p ecec.)_____
N = ew idiction. P = previously cleared in 1(0635-18.

*Combinntion of each operating mode, B, M, PWD and Color Doppler.
't Amplitude Doppler (Color Flow Angiography), 3D Imaging, 4D Imaging

Additional Comments:
Subscript "a': Includes imaging for guidance o fpercutaneousbiopsy of abdominal organsand structures
* (including amniocentesis).

Subscript "b": Includes imaging of organs and structures exposed durng surg~er
(excluding neurosurgery and laparoscopic prcdures)

Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript 'd": Includes thyroid, parnthyroid, breast, scrotum, penis and imaging for guidance of biopsy.-
Subscript 'e": Includes imaging tor gidance of tranms a biopsy.
Subscript "p': Includes imaging for guidance of transvgialbiopsy.
Subscript "g" For pediatric patients.
IESubc~ript "h": Includes imaging for guidance of tranarectal biopsy.

(PLEASEDO NOT WRITE 1BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
- Concurrence, of CDRHI, GFct*Fi;tiF9%-

DMison ofRadoiolgicA Devices
OffIce Of In Vitro Diagnostic Devico Evaluation and Safety

K ~~~~~~~~~~510K /I4o93Y6 C0

Prescription Use (Per 21 CFR 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
* ~~~System: HI VISION Preirus

Transducer: EU-C532

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinia Application Mode of Operation ______

General Specific BW -M PWP CWD Color Combined." Other'"'
(Track I only) (Tracks I & III) Doppler (Spec.) (Spec.)

Ophth lmic Ophthalm ic - - - _ _ _ _ _ _ _ _ _ _ _ _ _ _

Fetal- 
_ _ _ _ _ _

Abdominal Pfa -Pa PFa- Pa Pa ~ Pa
Intra "~ralive (Spec.) PFb- Pb b Pb Pb Pb
lntRa-peralve Neuro.)

Pediatric P P P P P P
Small Organ (Spec.) P'd IPd IPd Pd Pd Pd
Neoniatal Cephai P P PP P PFetal Imaging Adult Cephalic

&-Other Trans-rectal- - - _____

Trans-vagina
Trans-urethral- - -

Tran~s-= .pnon-Card)
Mine. (Convent.) I I _

Musculo-skel. (Superfic.TI _
Intra-luminal - - - ____

____ ____ ____ Other (spec.) - - - _ _ _ _ _ _

* ~~Cardiac Adult - - - __________

Cardiac Cardiac Pediatric - - _____

__________ ther (spec: EEH

Peripherald e heral vesselP P PPP
Vessel Otherspc
N = nw indcatin. P = previously cleared inKOA5 - -_____

'"Combination of each operating mode, B, M, PWD and Color Doppler.
"Apitd Doppler (Color Flow Angiography), Real Time Tissue Elastogr-aphy

Additional Comments:
Subscript "a": Includes imaging for guidance of percutaneous biopsy of abdominal orgfan and structures

(icuigamniocentesis).
SCubscript b": Includes imaging of organs and structures exposed during surgery

Subcrit '":(excluding neurosurgery and lanaroscnpic procedures).
Subsriptc":Includes thyroid, parathyroid, breast, scrotum, p)enis.

Subscript."d": Includes thyroid, parathyrid breascrtm penianimggfo guidance of biopsy.
Subscript "e": Incluide iaging ~for guidneo ransrca ipy
Subscript'f"f Includes imaging for guidance of transrvaginal biopsy.
Subscript g" For Pediatric patilents:
Subscript "gh": Includes imagine for guidance of transrectal bioa

(PLE1ASE1) D OTMWRTE BE~LOW THIS LINE-CONTIN U OANTHER PAGE IF NEEDED
Concurrence of CDRH, 2- ~

D m s~ n o R ad log cai D evices
OffceofIn hx Dagostc evceEva~uatj and Safety

Prescription Use (Per 21.CFR 801.109) 510K 4~'9 ,/ (



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM( ~~~System: HI VISION Preirus
Transducer: EUP-C715

Intended use: Diagnostic ultrasound imaging or fluid flow analysis ifthehuman body as follows:
nica I pplication Moeof Operation _____

General Specific B 3 M PWD CWD Color Combined* Other**
(Track I only) (Tracks I &r I10 Doppler (Spec.) (Spec.)
Op thl mic. [Ophthalmic - - - - _ _ _ _ _ _____ _____

Fetal P p -p pF ~ p
Abdominal Pa Pa -Pa PaPa Pa
Intra-oerativeSec:~
Intra-operative(Neui~i
Laparoscopic
Pediatric P P P p P P
Small Organ (Spec.) Pd Pd Pd I'd P'd P'd
Neonatal Cephalic

Fetal Imaging Adult Cephalic
& Other Trans-rectal

Trans-vaginal
Trans-urethral

Tras-soh.(non-Card. __ -_____

Musculo-skeL. (Convent.)
-Musculo-skel. (Superfic.)- - - _____

Intra-luminal- _ _ - _ _ _ _ __ _ _ _ _ _

Other (spec.)- - ___ -______

Cardiac Ad7ult~
Cardiac Cardiac Pediatric

-eohageat (card.):
Othrpaec.)

reripheral vessel
Vessel Other (spec.)_ _ _ ___ ___

N = new indication. P = previously clearedC in K0651 - -

*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color. Flow Angiography), Real Time Virtual Sonography

Additional Comments:
Subscript 'a": Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(including amnioacentesis).
Subscript fib: Includes imaging of organs and structures exposed during surgery

- (excluding neurosurgery and laparoscopic procedures).
Subscript "c": Includes thyroid, parathvroid, breast, scrotum, penis.
Subscript "d": Includes tyodprthoid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of transeta iopsy.
Subscri t"f: Includes imaging for guidance of tramsagna biopsy.
Subscript "g. For pediatric patients
Subscrit 'h": Includes imaging fr m I Sc of1r=aeca biopsy

(PLEASE DO NOT WRITE BELO TILNECNTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH,.Offi t

D.of Be .JZ2ZZA)&mt~neB
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM( ~~~System: HII VISION Preirus
Transducer: EUP-CC531

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if th human body as follows:
ClinIca Application Mod of Operation

General Specific B M PWD CWD Color Combined* Other**(Track I only) (Ttacks I & III) Doppler (Spec.) (Spec.)
Ophthalmic Ophthalmic - - - - _____ _____ _____

Fetal P P P ___ pPp
Abdominal

Intrat-operative (NSieciV

Pediatric-- 
_ ____

Small Organ (Spec.)
Neonatal Cpai 

_____
Fetal Imaging Adult Cephalic- __ - - ______

& Other Trans-rectal PeW Pe Pe I Pe PTe Pe
Trans-va inal Pf Pf Pf Pf Pf Pf
Trans-urethral- - - _ _ _ _ _ _ _ _ _ _ _ _ _ _

Musculo-skel. (Convent T
Musculo-skel. (Superfic.) 7 

_____
Intra-luminal- - - - _____

____________ Other (spec.) - -______

C rdiac Aid -ult - - - - _ _ _ _ _ _ __ _ _ _ _ _ _ _ _ _
Cardiac Cardiac Pediatric- - - _____

ha~ ea cr.)
____________Other (spec j.~

P -phrlPeripheral vessel
Vessel Other (specj

N = 7new indication. P = previously cleaared in K(0631518.--
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), ReAl Time Tissue Elastography

Additional Comments:
Subscript "a": Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).
Subscript "b": includes imaging of organs and structures exposed uinsugr

(exludng eursureryand laparoscopic procedures).Subscript "c": Incue hrid aahrid, breast, scrotum, penis.
Subscript "d": Inclue thyroid, parathyod brat coupeni and imaging for guidance of biopsy.-
Subscript 'e": Incuemgigfrgidanc of tansrea biopsy.
Subscript "f: Inclue imaging for guidanc of ttranavgialbio psy.
Subscrp, g o eiti ains
Subscript "h": Includes imaging for guidance of tranarectal bipy.

(PLEASE DO NOT WRITE BELO THIS LINE-CONTINqUE ON ANOTHER PAGE IF' NEEDED)
Concurrence of CDRH, ZZt of B ,.e d O2
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Preirus
Ttansducer: -EUP-CV524

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
ClinIca Application Mod of Operation _____

General Specific B M PWD CWD Color Combined* Other**
(Track I only) (Tracks I & III) Doppler (Spec.) (Spec.)

7p th~a mi Ophthalmic
Fetal P P F* P P P
Abdominal P P P P P P
Iltr-operative (Sec.)______
Intra-ooperative (Neur.

Lapaoscpic- -Neuro.)__

Pediatric P p P p P P
Small Orga Se.P P P P P P
Neonatal=ehlc

Fetal Imaging Adult Cehlie
& Other Trans-eca

Trans-vaginal -- ______

Trans-urethral- -

Tranis-esonlph I- (non-Card.)
Musculo-skel7CCnvetY - - _____

Musclo-sel.(Superfici ______

Intra-lumina ____

____ ____ ____ Other (spec.) - - -_ _ _ _ _ _

Cardiac Adult~
Cardiac Cardiac Pedia tric - -- ____

Trans-esophageal (card
____________ ther ks p ecT)

Peripheral Peripheral vessel
Vessel Other kspec.)

N =new indication. P = previously cleared W!5=K 7 - - ______ _____
*Combination of each operating mode, B, M, PWD) and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), 3D Imaging, 4D Imaging

Additional Comments:
Subscript 'a': Includes imaging for guiTdance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).
Subscript "b": Includes imaging of organs and structures exposed during surgery

(excluding neurosurgery and laparoscopic procendures).
Subscript "c"': Includes thyroid, arathyroid brast; scrtum, penis.*Subscript "d": In ldshriprthyrod bescrtum, pensadiaigt udneo ipy
Subscript "e": Includes Imaging for g~udance of transrectal biopsy.
Subscript "f: Include igng for gidance of transvaginal biopsy.

* Subscr~'Ip "g": For pedarc ainta
Subscript "h':. Includes imaging for guidance of transrectal biopsy

(PLEASE DO NOT WRITE BELO THSLIEC YjNJ ON ANOTHER PAGE lIF NEEDED)
Concurr-ence of CDRIH, O r ~ i ~ t

Oce oflIn vitro

510OK
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Preirus
Transducer: -EUP-CV'714

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if he human body_ as follows:
Clinical Application oe0 peration,

General Specific B M PWD CWVD Color Comhined* Other"
(Track I only) (Tracks I & III) Doppler (Spec-) (Spec.)Ophtalmic Ophthalmic _ _ _ _ _ _____ _____

Fetal p p p P P ~ P
Abdominal P P P ___ P p P
Intra-oerative (Npeuro)

Laparoscopic
Pediatric p p p P pP
Small Organ (Spec.) P P P p P P
Neonatal Cephalic

Fetal Imaging Adult Cephalic
& Other Trans-rectal

Trans-vaginal
Trans-urethral

Tran-esph.(non-Card.
Musuloske. Convent.)

Musculo-skel. (Super-fice.)T
Intra-luminal

___ ___ ___ __ Other (spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Cardiac Adult
Cardiac Cardiac Pediatric _____

Taseohageal (car.
* ~~~Other ksec.)

Peripheral vessel
Vesl Other (pe.)~

N = new indication. P = previously cleae in K06318
*Combination of each operating mode, B, M, PWVD and Color Doppler.
**Amplitude floppier (Color Flow Angiography), 3D Imaging, 4D. Imaging

Additional Comments:
Subscript 'a": includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).
Subscript b'b: Includes imaging of organs and structures exposed duiring surgery

(excluding neurosurgery and laparosccpic procedures).
Subscript ec: incues thyroid, parathyvroid, breast, scrotum, penis.
Subscript "d": Includes thyroid, panathyid, breast, scrotum, penis and imaging for guidance onf biopsy.
Subscript "e: Includes imaging for guidance of tramirectal biopsy.
Subscript f'V: Includes imaging for guidance of transvaginal biopsy.
SubscriPt "g:Forpeitcpaens
Subcit h:Includes mgigfouidance of transrectal biopsy.

(PEAISE DO NODRTEBLW THIES LINE-CONTINUE ON ANOTHER PAGE IMNEDED
Concurrnmce of CDRKH tx ~ M 01 ."e"' 1

Drneon o giRk e; Device$

Ofieo In Vitro Diagncs Defice Evaluasion am-I Sajety

K. ~ ~~~~~~~~~~~~~~~~~~510K1 __________________



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM( ~~~System: HII VISION Preirus
Transducer: EUP-ES52E

Intended use: Diagnostic ultrasound imaging or fluid flow analysis ifth1hm~an body as follows:
ClinIca Application Mode of Opration ____

General Specific B M PWD C~WD Color Combined* Other**
(Track I only) (Tracks I & III) Doppler (Spec.) (Spec.)

Ophth~almic Ophthalmic- - -_ _ _ _ _ _ _ _ _ _ _ _ _ _

Fetal
Abdominal

Intrat-operative (N eur.)

Laparoscopic
Pediatric
Small Organ (Spec.) _____

Neonatal Cephalic
Fetal Imaging Adult Cephalic

& Other Trans-rectal
Transvagia

Trans-uetohralo-ar.

Musculo-skel. (Superfic.) __

Intra-luminal
____ ____ ____ O ther (spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Cardiac Adult
Cardiac Calrdiac Pediatric

hOa ocageal (card.) P p P p p p P
-Oher pec.

P-eripheral Fediphenl vessel-
Ves lOther kspec.)

N = w=nication. P = previouslyr cleare 3hW 518. - -

*Combination of each operating mode, B, M, PWVD, CWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), Tissue Doppler Imaging

Additional Comments:
Subscript "a": Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(includin amniocentesis).
Subscript "b: Includes imaging of organs and structures exposed during surgery

(excluding neiroasurgery and laparoscopic procedures).
Subscript 'c': Includes thyroid, paratrIdbrast coupns
-Subscript d"d: includes thyroid, parathy'Ad breast, scrotm, penis and, imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of transrectal biopsy.
Subscript "ft Includes imaging for guidance of transvaginal biopsy.

Sbscript "g Foeitrcptents.
Subscript "Ih" Include iangfruidance of transrectal biopyn

(PLEASE DO NOT WRTBLW THIS LINE-CONTINU ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, tY~

OffceofInViroDiagnsi DieEau~and Safety
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Preirus
Transducer: EUP-L52~

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application Mode of Operation

General Specific B M PWD CWD Color Comb ined* Other**(Track I only) (Tracks I & III) Doppler (Spec.) (Spec.)
UPs7=ticr Ophthalmic - - - -____

Fetal- 
_ __

Abdominal Pa Pa Pa Pa PFa Pa
I22ntrwprative(Spec.)

Laparoscopic- --

Pediatric P P P - P ~ P P
Small Ora Spec.) h d P Pd Pd Pd

Fetal Imaging Adult Cephalic- - - - _____

& Other Trans-rectal

Trans-urethral- - _____

Trnseop.(non-Card.) - - -______

Musculo-skel. (onvent.) P P P P P ~ P
Musculo-skel. (Su erfic.)
Intra-luminal- - - -

___________Other (spec.)- - - -

Cardiac Adult- - - -

Cardiac Ca~rdiacPedaiatric- - -

Periperal en hral vsselP P .P ~P ~ P
Vessel Other (spec.)
N ne indcatin. P = previously cleared inr K 7 ____3518______*Combination of each operating mode, B, M, PWD and Color Doppler.

**Amplitude Doppler (Color Flow Angiography), Real Time Tissue Elastography

Additional Comments:
Subscript "a": Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures'

(including amniocentesis).
Subscript 'b": Includes imaging of organs and structures exposed during surgery

(excluding neurosurgery and laparoscopic procedures).
Subscrit "0": Includes thyroid parathroid, breast, scrotum, peni.
Subscript Mt" Includes thyroid, parah ibest coupnis and imaging for guidance o ipy
Subscript "e": IncLudes imaging for guidance of transrectal biopsy.
Subscript "f': Includes imaging for guidance of transvaginal biopsy.
Subscript "g": For Pediatric patients.

Subsript"h":Incldes maai2 fi qudance of transrectal biopsy.
(PLEASE DONOg WIT BLW THIS LINE-CONTI ?J NANTE AGE IF NEEDED)

Concurrence of CDRHI, wkgrufeS

Divsion of Rad~ioogicaJ Devices
Office oflin vitro Diagnostic Device evaluation and Safety
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Preirus
Transducer: EUP-L53 I

Intended use: Diagnostic ultrasound imaging or fluid flow analyi if the human body as follows:
Clinc lApplication Mode of Operation

General Specific B M PWD CWD Coor Combinedt Oter
(Track I only) (Tracks I & III)Dope (Sc. (pc)Op-hth-almic Ophthalmic Doppler-(Spc.) (Spec.

Abdominal Pa Pa Pa Pa Pa Pa
Inr-operative (Sec.)-
Intrat-operative (NetiioiK
Lap2aroscopic - - - -______

Pediatric P -P P - P P P
Small Organ (Spec.) Pd Pd Pd Pdt Pd Pd
Neonatal Cephalic- - - - _____

Fetal Imaging Adult Cephalic- - - - _____
& Other Trans-rectal- - - - _ _ _ _ _ _ _ _ _ _ ______

* ~~Trans-vaginal- - - _____

Trans-urethral- - - _ _ _ _ _____

Trnseop.(non-Card.) -- - ___________

Musculo-skel. (Convent P P P P ~ P P
Mucuoskl Sprfc P P P p -F-P PIntra-luminal I
Other (Spec.) - - -

Cardiac Adult- - - - _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _
*Cardiac Cardiac Pediatric

hrn-eolageal (card.) -E - - -______

____________Other (spec.
P-eripheral Pe hea veslP P

Vessel Other Aspec.
N = new indication, P = previously cleavred in K06~f! _____ _____

*Combination of each operating mode, B, M, PWD and Color Doppler.
**Ampljtude Doppler (Color Flow Anigiography), 3D Imaging. 4D Imaging, Real Time Tissue Elastography

Additional Comments:
Subscript "a': Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(including amicnes)
Subscript'"b": Includes imaging of organs and structures exposed d~uring surg~ey

(excluding neurosurgery and lapamRosoic nproedre)
Subscriptse mc:Icue hrid, parathyroid breat, scoum, penis.
Subscript d"d: Includes thyroid, narathyrid, beast srtmpenis and imaging for guidance of biopsy.
Subscript e'e: Includes imnging for guiidaneo rnrca ipy
Subscript "f: Includes iangfruidance of transvaginal biopsy.
Subscript g"gi:: For pediatric patients:

Subsript"h":Incudesima ng t gudance of transrectat bio msv
(PLEASE DO NOT WRITE BELOW TIS LIANE-COUNTINJE ON AN'i'HER PAGE.IF NEDED)

Concurrence of CDRH, ef!E0p i2XL, fl.&LA,~n=Q=1
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: H-I VISION Preirus
Transducer: -EUP-L53L

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
ClinIca Application Mode of Operation

General Specific B M PWD CWD Color Cornined* Othert~
(Track I only) (Tracks I & III) Doppler (Spec.) (Spec.)
Ophthalmic Ophthalmic- - - -

Fetal
Abdominal P P P P P p

Intra-operatve'pc)m'oraive (NeutoY
Laparoscopic- - - -

Pediatric P p p P P P
Small Organ (Spec:) PC PC PC PC I PC PC
Neonatal Cephalic - - ______

Fetal Imaging Adult Cephalic
& Other Trans-rectal

Trans-vaginal
Trans-urethral

(nikl.~onve-Card.) - ~
Musculo-skel. (Superfic.) P p P P P P
Intra-lurninal

____ ____ ____ Other (spec.)- _ _ -_ _ _ _ _ _

Cardiac Adult- - - -

Cardiac CricPdarc-_____

Other (spec.)
Periheral Cavessel P P PppP

Vessel O~ther (speD)
N = new indication. P = previously cleared 0E5=A --
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color Flow Angibgraphy), Real Time Tissue Elastography

Additional Comments:
Subscript "a": Includes imaging for guidanceofpercutaneous biopsy of abdominal organsand structurs

(including amniocentesis).
Subscript "b": -Includes imaging of organs and structures exposed during surgery

(excluding neurosurgery and lap~aroscopic procedures).
Subscript "c": Inclue thyroid, parathyroid, breast, scrotum, penis.
Subscript "d": Inclue thyroid, parathyroid, breastsrtm, penis and imaging for guidance of b-iopsy.
Subscript "e": Includes imaging for guidance of tranrctlbiopsy.
Subscript "'T: Includes imaging for guidance of trartsvaginal biopsy.
Subscript "g": For Pediatric patients.
Subscript "hi: Includes imaging for guidanoe of transrectalbipy

(PLEASE D NOWRTBEO TISLN-O IUEON ANOTHER PAGE IF NEEDED)
Coacuri-ence of CfRH, 01 f lL1(f~l

Division Of Radiooia Devices
Office of in vitro Diagnostic Device Eva"Onanos-d Safety
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORMif ~~~System: HI VISION Preirus
Transducer: EUP-L65

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinicl Application .- - Mod of Operation _ __

General Specific B M PWD CWD - olo Cmbined"' Other**
(Track I only) (Tracks I & III)Dope (Sc. (pc)
Op5hthalmic Ophthalmic- - - - Dope (Sc. (pc)

Fetal
Abdominal P P. P . P ~ P
Intra-operaie (ec~lF

Pediatric P P P - P P P
Small Or an( c) PC PC Pc- PC Fc PC

. ~Neonatal=Cpai
Fetal Imaging Adult Cephalic

* & Other Trans-rectal- - - - _____

Trans-vaginal
Trans-urethral.

Tras-sop. non-Card.
Musculo-skel.(Conv~en.) P FP p P P P
Musculo-skel. (Superfic.) P p P .P P ~ P
Intra-luminal- - -

__________ Other (spe-cT)- -

Cardiac Ad -ult - - - - _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

CricCardiac Pediatric

OUther(a pepe-c- -

Peripheral Periohrp es ~P P p . . ~ P ~ P
N Vessel Outher (specT. ________

N new indication. P = previously cleae in 1(0635 18. - - __________

*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), Real Time Tissue Elastography, Real Time Virtual Sonography

Additional Commhents:
Subscriit "'a: Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

* ~~~(including amniocentesis).
S~ubscript"b": Includes imaging of organs and structures exposdduing ugr

(excluding neurosurgery and laar0SC0pic procedures).
Subscript "c": Includes thyroid, parathyroid, brast; scrotum, penis.
Subscrp "d": Includes thyod, parathyod, ~breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes~imaging for guidance of tranfirecial biopsy:
Subscript "?': Includes imaging for guidance of transvaginal biopsy.
Sub)script "g": For pediatric patients.
Subscrit "h':~ Includes imaging for guidance of transrectal biopsy:

(PLEASE DO NOT WRITE BELOW THIS LINE-COUNTIN UE ON ANOTHER PAGE IF NEEDED)
Concurrence ofCRH
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI- VISION Preirus
Transducer: EPL73S

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
* Clinical Application Mode of Operation

General Specific F M CWD Color Combined Other**(Track I only) (Tracks I & III) PD ppe Se. Se.

Ftal-
Adominal Pn Pa Pa Pa Pa Pa

ntraopertive(Spec.)
Intra-operative (Neura.)

* Lap~~aroscopic
Pdatric, P P P P ~ Pp

Small Organ Spec. Pd' d Pd Pd Pd Pd

Fetal Imaging AutCpai
& Other Trns-rectal . - __ - -______

Trns-vagnall- -

:Trans-eoh. (non-Card.) - -

Musculo-skel. (Convent.) P P P 7P ppMusculo-skel. (Superfic.) P P -p- P PP
Intra-luminal- - -

____ ____ ____ Other (spec.) -- - _ _ _ _ _ _ _ _ _ _ _* ~~Cardiac Adult. 
________

Cardiac Cardiac Pediatric- - _____

nseohageal (card.) _____

P7eripheral P trlvessel P P PP P7 -- 7Vessel Other (sec.W7
K =-nwindicastion. P = previously cleare-d 'm0675r~T-1-8____
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), Real Time Tissue Elastography, Real Time Virtual Sonography

Additional Comments:
Subscript 'a": Includes imaging for guidance of percutaneous biopsy of abdoninal organs and structures

(including amniocentesis).
Subscript b'b: includes imaging of organs and structures exposed during su-rge-ry

(excluding neurosurgery and laparoscopic procedures).
Subscript "c': Includes thyroid, parathyroid, breast, scrotum, penis.
Subsciript 'd:includes thyod aatyobrssctupnsndi ging for guidneo bipy
Subscit"" Icue maging for gudance of transrectal biopsy.

Subscrip "f: Inc ude naging for gnuidance of transvagina ipy

Subsrip "h: Iclues maging for gidance of transrectial biopsy.
(PLEASE DO NO WRITE BEELOW T IS INE-CONTINUE ONANOTHER PAGE IF NEEDED)

..Concurrence of CDUM.
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Preirus
Trahsducer: EUP-L74M

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
ClinIca Application Mode of Operation

General Specific B M PWD CWD Color Combined* Other**
(Track I only) (Tracks I & III) Doppler (Spec.) (Spec.)
Ophthalmic Ophthalmic ______

Fetal
Abdominal Pa Pa Pa Pa Pa Pa

a ~peratieSc.___
Intra-operative(TNeuro.)
La pa roscop ic
Pediatric P P P P P P
Small Orga (Se.I'd P d I'd Pd
Neonatal=Cpai

Fetal Imaging Adult Cephalic
& Other Trans-rectal

Tansvaia
Trans-urethra
Trans-egoph. (non-Card.
Musculo-skel. (Convent]) P P P P P P
Musculo-skel. (Superfi. P P P P P P
Intra-luminal

____ ____ ____ Other (spec.) _ _ _ _ _ _

Cardiac ?dult~
Cardiac Cardiac Pediatric

____________Other (spec.) ~
_FrPheraripheral vessel p p P ~ P ~ P P

Vessel Other kspec.)
N= ~new indication. P = previously cleared in 1(0635 18.

*Combination of each operating mode, B, M, PWD and Color Doppler.
" *Amplitude Doppler (Color Flow Angiography), Real Time Tissue Elastography, Real Time Virtual Sonography

Additional Comments:
* Subscript 'a': Includes imaging for guidance of percutaneous biopsy of abdominal organs aid structures

Susrp "b:(including amniocentesis).
Subsript'b'Inclu~desmagn ~of organs and structures exposed durng surg~er

(exclding nuourgery and laparoscopic procedures).
Subcrpt c":*Includes thyroid, parathyrod, breastt, sclrotm penis.

Subscript "d": Includes thyroid, parathvroind, breastcotm, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of transrectal biopsy.
Subscript "f': Includes imaging for guidance of transvaginal.biopsy.
Subs'crript "g': For pediatric patients.
Subscrit ":h": Includes imaging for guidance of tranasrectal biopsy..

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of QDRH.0" i i
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: Hi VISION Preirus
Transducer: EUP-054J

Intended use: Diagnostic ultrasound imaging or fluid flow analyi if the human body as follows:
Clinical Application o eof Operation

General Specific B M PWD CWD Clr Combined t Other**(Track I only) (Tracks I & III) Dplr (Spec.) (Spec.)
Ophthalm-ic Ophthalmic - - -

Fetal - - - _ _ _ _ _ _ _ _ _
Abdominal- - - - _____

inroperrv TS-ec-. Pb Pb Pb Pb PTb Pb
Intra-operative (NeuroiTF

Pediatric- - - _ ____

Small Organ (Spec.) _____

Neonatal Cephalic _____

Fetal Imaging Adl Cehlic - -- _____

&Other trans-etl- - - - ______

Trans-vaginal-- - _____ ______

Trans-urethral- - - - _____

Musculo-skel. Conv-e-nt. P P -P P P P
Musculo-skel. (Superfic.) -P -P P P P P
Intra-luminal- 

_____

__ __ __ __ __ Other (sp -ec.)T- -- -__ _ _

Cardiac Adult~
Cardiac Cardiac Pediatric

Trns-esop haeal (card.)

Periheml veselriPphe ___ P P
Vessel Other (spec.)

N = new indication. P = previously cleared in -K063518. ____________K t ~~~Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color Plow Angiography), Real Time Tissue Elastography

Additional Comments:
Subscript "a": Includes imagingz for guidance of percutaneous biopsy of abdominal organs and structures

(including amninocentesis.
S§ub-script Wb" Includesiagingof organs and structures -exposed during surgery

(eclding neuosrery and laparoscopic procedures).
Subscript "c": Includes thyroid, piarathyro idbreat scrotum, penis

Subsrip "d; Icluds tyrod, arahyroid, breat scrtum pnisand imaging for guidance of biops~y.
Subscript "e' Include:ws imgng for guidance of transrectal biopsy.
Subscript "f,: Includes imaging ftor guidance of tranavaginal biopsy.Subscrip t "g ' For pediatricpains

Subsript"h" Incude imain~fir ilanes of transrectal biopsy.
(PLEASE DO NOT WtRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDE-D)
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HII VISION Preirus
Transducer: EUW-R54AW-19, -33

Intended use: Diagnost ic ultrasound imaging or fluid flow analyi if the human body as follows:
ClinIca Application Mod of Operation7

General Specific B M PWr- CWD Color Combined* Other**
(Track I only) (Tracks I & III) Doppler (Spec.) (Spec.)
Ophthlmic Opht~halmic - __________

Fetal- - - - ___ _ __

Abdominal- - - - _ _ _ _ _ _ _ _ _ _
Intra-operative (S &e.) - -- ____ _ ______

Intra-operative Neum- - _____

Lapaocopic

Fetal ImAging AutCpai
&.Other Trans-rectal V -V -P - P ~ P P

Trans-vaginal- - -

Trans-urethral- - -

Trnseoih(non-Card.) - - - - ~
Musculo-skel. (Convent.)-______
Musculo-skel., (Superfic.)
Intra-luminal- - - -

_____ _____ Other (specj - -_ __ _ _
Cardiac Ad -ult - - - - _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _Cardiac Cardiac Pediatric - - -

haran eal (card.)T
_________ O ther j' -sp-e___ __

Peripheralvessel
Vessel Ohe r (spec.
flindfltion. P1 = previously cleare T 3lW61ti. - - _____

*Combination of each operating mode, B, M, PWD and Color Doppler.
**mltd Doppler (Color Flow Angiography), Real Time Tissue Elastography

Additional Comments:
Subscript 'a": Includes imagfing for guidarnce of percutaneous biopsy of abdominal organs and structurres

(including amniocentesis)
Subscript "b": Includes imaging of organs and structures exposed during surgery

(excluding neurosurgery and laparosoicpocdre)
Subscript "c": Include thyroid. parathyroid, breast, scrotum, penis,
Subsrp "d:Icue hrid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.

Subsript"e":Incldesimaging for guidance of trans~rectal biopsy.
Subsript"f: nclues iagig for gidance of transivaginal biopsy.

Subscript g": Fo pedaticpaiets

(PFLEASE DO NOT WRITE BELOW THIS LINECNIU NTHER PAGE IF NEEDED)
Concurrnce of CDRH,C D.

DMvso of Radiolgical Devices( ~ ~~~~~~~~~~~~~~~~~~Office of in Vitro Diagnostic Device Evshwtion and Safety

Prescription Use (Per 21 CFRS801.109) 510K JAfl%3Ve6'



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Preirus
Transducer: 'EUP-S5OA

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application Mode of Operation _____

General Specific B M PWD CWD Color Combined* Other**
(Track I only) (Tracks I & III) Doppler (Spec.) (Spec.)

Op~hthalmic Ophthalmic _____ __________

Fetal P P P P P P P
Abdominal Pa Pa Pa Pa Pa Pa Pa
Intra-operatilve (Spec.) ___

Intra-opu'eative Neuro.)
Laparciscopic
Pediatric P P P P P P P
Small Organ (Spec-)

* ~~Neonatal Cephalic
Fetal Imaging Adult Cephalic P P P P P P P

& Other Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.)- _____

Musculo-skel. (Convent.)
Musculo-skel. (Suverfic _____

Intr-umin.al

Cardiac Adult P P P P P P P
Cardiac Cardiac Pediatric P P P P P P P

Trans-sohageal (card.) _________

Othera sec.
Perpheral Periheral vessel ~ P P P P PPP

Vessel Other (sjpeY _______ _______ ______

N = new indication. P = previously cleare in !063518. - - _____ __________

k ~~~*Combination of each operating mode, B, M, PWD, CWD and Color Doppler.
"*Amplitude Doppler (Color Flow Angiography), Tissue Doppler Imaging

Additional Comments:
Subscript 'a": Includes imaging for guidance of percutanieous biopsy of abdominal organs and structures

(including amniocentesis).
Subscript Wb" Includes imaging of organs and structures exposed durng surgery

(texcluding neurosurgery and laparoscopic procedures) .
Subscript Y Includes thyroid, parathyroid, breast, scrotum, peni&
Subscript 'r Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of tranarectal biopsy.
Subscript 'T': Includes imaging for guidance of transvagjnal biopsy.
Subscript "g": For peditrc atients.
Subscript "Ii: Include iang for guidance of transrectoal ipy

(PLEASE DO NOT WRITE BELZOW THIS LINE-CNINEON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, .)

Divsion aRdiof ois Devices
Office of In Vitro Dpiagnostic Devica Evtntjjcn asid Safety

Prescription Use (Per 21 CFR 801.109)



DJAGNQSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Preirus
Transducer: EUP-S52

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
ClinIca Application Mode of Operation

General Specific B M~ PWD CWD Color Combined* Oter
(Track I only) (Tracks I & III) Doppler (Spec.) (Spec.)
OphtR7a mic Ophthalmic --

Abdominal- - -

Intra-operative (SNec.
Laparoscopico.
Pediatric P P P P P P p
Small Organ (Spec.) PC PC PC PC PC PC PC
Neonatal Cephaiic

Fetal Imaging Aut Cephalic
& Other Trns-rectal

Trans-vagina
Trans-urethral- - - - _____

Musul-sel(Convent.)______

Musculo-skel. (Superfic.) _____

Intra-luminal- - - ________

____ ____ ____ Other (spec.) - - - - _ _ _ _ _ _

Cardiac Ad -ult - - - - _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _
Cardiac Cardiac Pediatric P P P Pp p p

Taseohageal (card.) - - _____

____________ Other (spec.Y
Fer phm Peripheral vessel

Vessel Other (specj.)
N=new indication. P = previously cleared nK651. - - _________________

*Combination of each operating mode, B, M, PWD, CWD and Color Doppler.
**Ampljtude Doppler (Color Flow Angiography), Tissue Doppler Imaging

Additional Comments:
Subscript 'a": Includes imaging for guidance of percutaneousbiopsy of abdomhinal organs and structureb

(including amniocentesis).
Subscript Nb": Includes imaging of organs and structures exposed during surgery

(excluding neurosuirgerv and laparocpsrcdures).n
Subsrp "" ncludes thyroid, parathyi-oid, breast, scrotum, penis.

Subscrit "e": Includes imaging for guidance of transarectalbipy
Subscript "f: Includes imaging for gidance of transvaginal biopsy.
Subscript "e: For Pediatric patients.
Siubscript "h": Includes imaging for guidance of transcrectal biopsy.

(PLEASE DO NOT WRITE BELOW THIfS LIANE-CONTINUE ON ANOTHER PAGE lIF NEEDED)
Concturrence of CD RH, fi ~ mt e

Offie of tVItr Diagnos tic DeieEvakkasin and Safet

510K
Prescription Use(Per 21CFRl801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Preirus
Transducer: E~U~P-S70

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if tehuman body as follows:
Clinical Application Mode of Operation

GJeneral Specific BI M JPW CWD Color CFombined* Other**
(Track I only) (Tracks I & III)Dope I(Sc. (pc)Opht a-lmic Ophthalmic I I I __ ope Se. Se.

Fetal P P1 P V LI P ~ P
Abdominal P -F -V -p .p Pp

S m al, r an(S ec.)- - - _ _ _ _ _ _ _ _ _ _ _ _

Fetal Imaging Adult Cephaic -P P P P P p& Other Transeca
TTrans-vagina 

_____

Tasure thral - -_____
- Trans-uesoh.ronCad

Musculo-skel. (Convent.) - -

Intra-luminal - - - - _____

___________Other (spec.)- - - -

Cardiac dut .T p P p ppCardiac Cardiac Peitric P PPP PPP

____________ ther (sp~e ).
Peripheral Pripheral vessel P P P P ~P

Vessel Oher (specj)
N = nw inictin. P' = previously cleared `=065618. 

____________
*Combination of each operating mode, B, M, PWD, CWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), Tissue Doppler Imiaging

Additional Commn.ents:
Subscript "a": Includes imagingfir~rguidanceof percutaneous biopsy of abdominal organsand structures

(including amniocentesis).
Subscript "b": In-cludes imaging of organs and structures exposed durinsugr

(exuigneurosurgery and lapiaroscopic Procedures).
Subscript "c"': Tncludes thyod aahribrat coupns
Subscript 'd": Inc-ludes thyod aahribessrtm ei n imaging for guidance of biopsy.
Subsccriptl "": In-clu-des imaging for guidance of transrectal biopsy.

Subsript"p: ncludes imagn frguidance of transvagina ipy
Subscript "g": F or pediatric pa tients.
Subscrit h" Includes imaging for idance of transrectal biopsy(LEASEDNO WR TEBE W THIS I5J-ANONTIIN UE ONANOTHERPAEINED )

Concurrence of CD.X{,

7 Vitro tiagisc DeiaEvaice ia ndstt



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI-lVISION Preirus
Transducer: EUP-U533

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
CloInia Application Mode of Operation

General Specific BI M IPWD CWD Color ICombined* Other**
(Track I only) (Tracks I & .III) Doppler (Spec.) (Se.
Ophthalmic O hh l i _ _ _ __ _ _ _ _ _ _ _ _ _ _ _ _

F tal- -- _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

cAbd mnal- - - - _ _ _ _ _

Intra-operative (Spec.)
ntraoperative NeurmT
Laaroscopic- - - -

Pediatric - -

SalOrgan (Spec.) - - - - _____

Noatal Cephalic- - - - _____

Fetal Imaging Adut Cephalic- - - -

& Other Trans-rectal Ph Ph Ph - P hP
T~rans-vaginal-
Trans-urethral -

Trnseop.(non-Card.) --T-______

Musculo-skel. (Coupernt.)- - - _____

Intra-lum inal- - - _ _ _ _ _ _ _ _ _ _ _

Other (sp -ec.)- - - -_ _ _ __ _ _ _ _ _ _ _

Cardiac Adult- - - - _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _
Cardiac Cardiac Pediatric

Trans-esophageal (card.) - - --T____

Pe-ripheral Pehr'vessel
Vessel Oher 'sPee )

=in dication. P = previously cleared 7ReT5hT
*Combination of each operating mode, B, M, PWVD and Color Dopp~ler.
"*Amplitude Doppler (Color Flow Angiography), Real Time Tissue Elastography

Additional Comments:
Subscript "a": includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(icluing amniocentesis).a
Subscript 'b": Includes imaging of organs and structures expiosed duig surgery

(excluding neurosurgery and lanaroscopic procedue)
Subscript "c": Inclu-des thyroid, Darathyroid, breast, scrotum, penis.
Subscript "d: Includes thyroid, pDarathyroid, breast, scrotum, pei an mgngf 3 udance of biopsy.
Subscript "e: includes imaging for gidneotrsrtabipy
Subscript Yf: Includes imagin frguidance of transvaginal biopsy,
Subscript "g: For pediatric patients.

Sbcit "h: Includes imaging for guidance of transrectal biosy.
(PLEASE DO NOT WRITE BELOW THIS LINE-CON'TINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of

D"~oofRdoVW~c Devices
Off"c of In VtoDansi Device Evajuftoo and Safety

Prescription Use (Per 21 CFR 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Preirus
Transducer: EUJP-V53W

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application Mode of Operation-

General Specific B I M. PWD CWD Color, Combined* Other" t

(Track I only) (Tracks I & III) Doppler (Spec.) (Spec.)

Fea P T F P I P p

Iraoperative (Sec.)i

aparoscopic - -______

Pediatric -

Small Organ(Se. - __ - -
Neonatal Cephalic

Fetal Imaging Adult Cephalic __

& Other Trans-rectal Pe Fe Pe Fe Pe Pe
Trans -vainal Pf Pf Pf Pf Pr PI

Tras-rethral -

Trans-esoph. (non-Card.) -- _____

Musculo-skel. (Convent.)
Muclo-skel. (Superfic.) - __ - -

ntauminal- - - -

____ ____ ____ Other (spec.)- _ _ - -_ _ _ _ _ _

Cardiac7Ad-ult ""
Cardiac Cardiac Pediatric- -

-eohageal (card.)-
Other (spec.

P7eripheral hrlvessel
Vessel Other kspec.)

N=new indicato P = previously cleared {6T ____ ____ ____
*Combination of each operating mode, B, M, PWD and ClrDoppler.
*"Amplitude Doppler (Color Flow Angiography), 3D Imaging, 4D Imaging, Real Time Tissue Elastography

Additional Comments:
Subscript "a": Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).
Su~bscript mb": ~Includes imaging of organs and structures exposed ~durng surg~er

(excluding neturosurgery and laparoscopic procnedures).
Subscript 'c": Includes thyroid, narathmid, breast, scrotum, penis.
Subscript Md": Inlues thyoiarathyroid, bireat scrtu, Penis and imaging for guidance of biopsy.Subcrit "":Includes imaging for guidance of ransreta biopsy
Subscript 'If,: Includes imaging for guidance of transvaginal biopsy.
Subscript W~ For pediatric patients.
Subscript "1? Includes imag gfor guidance of transrectal bio s.

(PLEASE DO NOT WRITE BELOW THkIS LINE-CON-IIN UJE ON ANOTHER PAGE IFNEEDED)
ConcurrertceofCDRH, WE. ]Wi t(n"

DM60SignOf
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Preirus
Transducer: EUP-VV731

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
ClinIca Application Mo e of Operation

General Specific B M PWD] CWD Color Combined* Other**
(Track I only) (Tracks I & III) - Dplr (Spec.) (Spec.)
6p~thlmic Op-hth-aaliuc

Fetal -F -F I P -P
Abdominal 

- _____ _ ____

IntraroperativeTSpec.
Intra-operative Noneur.
Laparsopic- -
Pediatric- - - - _ ____

Fetal Imaging AutCpai 
_____

& Other Trns-rectl -P -P -P P P P
Trns-vaginal P P PPPP

Trans-urethral -

Trnsesonh. non-Card.)
Musculo-skel. (Convent.)
Musculo-skel. (SUp~erfic.el - - ______

Intra-luminal- - - - _____

____________ Other (spec.) - - - - _ _ _ _ _ _

Cardiac Ad-ult~
Cardiac Catrdiac Pediatric--

________Other spec.J
PTeripheral vese

Vese I Other (spec:S
N= new nication. P. = previously cleae 51 6=8 - - _________________

*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography)

Additional Comnments:
Subscript 'a": Includes imaging for guidanceofpercutaneous biopsy of abdominal organsandstructures

(includiing amniocentesis).
Subscript "b": Includes imaging of organs and strucueexod during surgery

(excluding neurosurgery and laparoscopic pracediures~-
Subscript 'e: Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript 'e": Includes imaging for guidanice of transrectal biopsy.
Subsrp "f:Icue mging for guidance of transvaginal biopsy.

Subsript"g":For editric patients.
Subsrip "I": ncldesimaging for gm'dance of transrectal bio sv-.

DiviinoDMat RadliogioaJ Devices

510K - ?3V



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI1 VISION Preirus

* ~~~~Transducer: Fu-jin-o n S p7Ill

* ~~~Intefided use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
C inia Application Mode of Operation ______

General Specific B M~ PWD CWnD Color Combined* Othert**
(Track I only) (Tracks I & III) Doppler (Spec.) (Spec.)

f7 hl mi c Ophthalmic - - - - _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Fetal
Abdominal
Intra-o erative (Spec.)
Intra-operative (Neuro.F
Laparoscopic
Pediatric - - -______

Small Organ (Spec.)

Fetal Imaging Adult Cephai
& Other Trans-rca

Trans-vaginal- __

Trans-urethral- -

Trans-eso .(non-Card.)
Musculoskl(Convent.)
Musculo-skel. (Superfic.)
Intra-luminal P

__________ Other (sp-ec.) - -

Cardiac Adult
Cardiac Cardiac Pediatric

Trns-esophageal(cr)
h~er (specT)

Perpheal eii)~eheral vessel
Vessel Other kspec.)

~~flnicatin. P =previously cleared in ifu 7 - -_25____

Additional Comments:
Subscript 'a": Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(including amicntesis).
Subscript "b': Includes imgn f organs and structures exposed during surgery

(excluding neurosurgery and laparoscpic procedures).
Subscript "c Includes thyroid, parathyroid, breast, scrotum, penais.
Subscript "d": Includes thyod aahribreast srtM, penis and imaging for guidance of biopsy.Subsript"e":Includes imaging for guidance of trsrta biopsy
Subscript " : Includes imaging for guidance of transvaginal biopsy.
Subscript "g: For pediatric patients.
Subscript; "h": Includtes imaging for giddance of transecalbipy.

(PLEASjE DO NOT WRITE BELOW THIS LIECrj EO NTE AEI ED:E D)
Concurrnce of CDRH, ffie313

Osofo RadlojogicA Devices
Office of in Vitro Diagnostic Device Evaluationl arid Safet
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